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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address -• 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )£<] Responsive to communication(s) filed on 10 October 2002 . 
2a)D This action is FINAL. 2b)KI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) [x] Claim(s) 3-5,7,8 and 13-15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H] Claim(s) 3-5,7,8 and 13-15 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)0 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)0 approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)E]AII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. £3 Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachments) 

1) E Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 

Office Action Summary Part of Paper No. 26 
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DETAILED ACTION 



Claim Rejections - 35 USC § 112 



1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 3-5, 7, 8, and 13 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claims 13, as amended via the response of 10 
October 2002, now recites a detection limit of 3.6 x 10 ~ 6 ug. In support of the limitation, 
applicant, in their response of 10 October 2002 asserts that "[o]ne of ordinary skill in the art 
would easily calculate this first figure as the weight of one molecule of the mammalian genome." 

3. The aspects of ease or difficulty play no part in determining whether support for a newly 
added value constitutes new matter. Rather, support for such a value must be found in the 
specification, including the claims, as originally filed. Such has not happened here. 
Accordingly, the establishment of 3.6 x 10 ~ 6 ug as the detection limit for the claimed nucleic 
acid process, in the absence of convincing evidence to the contrary, constitutes new matter. 

4. The aspect of requiring the value of A and B to be set in terms of ug raises issues of new 
matter. At page 6 of the response of 10 October 2002 applicant asserts that the limitation of "fig" 
is supported by the original disclosure at page 14. 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 3-5, 7, 8, and 13- 15 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7. As presently worded, the method is to result in one being able to conclude with either 
simple identification (qualitative results) "and/or" quantitative results. The method claims, and 
their recited method steps, do not result in any quantification of any sample DNA. While one is 
to perform estimations of theoretical detection limits, and is to add an excessive amount of 
sample DNA to that of the labeled standard, no step is recited whereby one quantifies the amount 
of hybridized non-labeled sample DNA that has hybridized to the labeled sample DNA. 
Accordingly, said claims lack essential method steps and therefore are incomplete. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(f) he did not himself invent the subject matter sought to be patented. 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

11. Claims 3-5, 7, 8, and 13-15 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Oka et al. ( Nucleic Acids Research , 
1994, Vol. 22, No. 9, 1541-15447). 

12. Oka et al., disclose a method a method for the detection and quantification of mutated or 
polymorphic target DNA that is present in a sample. The method utilized a set of labeled probes 
wherein one strand is labeled with a detectable label and the other strand is labeled with a moiety 
that permits the strand to be immobilized to a solid support. The double-labeled probe is added 
to an excess of non-labeled sample DNA. The sample DNA may have undergone amplification, 
e.g., PCR. 

13. At page 1 546 the aspect of applying this methodology to the detection of genetic diseases, 
oncogenes, cancer, etc., is disclosed. 

14. The aspect of calculating rations of labeled and non-labeled sample DNA is disclosed. 
While Oka et al., do not disclose calculating values in ug units, such a unit of measure is 
considered to flow from the concentrations and units of volume disclosed. 
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15. At pagel 546 the aspect of applying this methodology to the detection of genetic diseases, 
oncogenes, cancer, etc., is disclosed. 

1 6. In the even that the units of measure are not anticipated by Oka et al., the selection of one 
unit of measure over that of another, is considered an obvious design choice as one is simply 
applying mathematical formulae to a common set of measurements. 

17. Claims 3-5, 7, 8, and 13-15 are rejected under 35 U.S.C. 102(f) because the applicant did 
not invent the claimed subject matter. Oka et al., discloses the instantly claimed invention. The 
publication has been found to contain repeated statements as to the work reported being the 
result of collective efforts of individuals that work for different organizations in different cities. 
Accordingly, a question fairly arises as to the inventive contribution of co-authors that are not 
named as co-inventors. 



Conclusion 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (703) 308-3978. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

19. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached on (703) 308-1 152. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 872-9307 for After Final communications. 
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20. Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



(2 Ijsjv- 

Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 



BLS 

January 11,2003 



